
United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark Offic< 
Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria. Virginia 22313-1450 
www.uspto.gov 



I ATTORNEY DOCKET NO. I CONFIRMATION NO. j 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



10/079,042 



02/19/2002 



25871 7590 03/17/2006 

SW ANSON & BRATSCHUN L.L.C. 
1745 SHEA CENTER DRIVE 
SUITE 330 

HIGHLANDS RANCH, CO 80129 



Walter Messier 



GENO200.1/C1P 



5992 



EXAMINER 



HORLICK, KENNETH R 



ART UNIT 



PAPER NUMBER 



1637 



J 



DATE MAILED: 03/17/2006 



Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



KJTTICB MCZIOn Summary 


Application No. 

10/079,042 


Applicant(s) 
MESSIER, WALTER 


Examiner 

Kenneth R. Horiick 


Art Unit 

1637 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 
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1 . The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 31-36, 45-47, 49-50, and 53 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claims 
contain subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

These claims are drawn to subject matter encompassing a genus of nucleic 
acids/polypeptides having at least 75% sequence identity to SEQ ID NO:4. 5. 6. 91 . 33. 
34, 35, or 36. said genus having the function of being capable of increasing the yield of 
a plant . 

The proper inquiry in the instant situation is: is there a representative number of 
species implicitly or explicitly disclosed, such that one of ordinary skill in the art would 
understand applicant to be in possession of the claimed genus? 

Other relevant considerations are as follows: 

Vas-Cath Inc. v. Mahurkar . 19 USPQ2d 1111, makes clear that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed." (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116.) 

With the exception of the disclosed SEQ ID NOs, the skilled artisan cannot 
envision the detailed chemical structure of the encompassed polynucleotides, 
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regardless of the complexity or simplicity of the method of isolation. Adequate written 
description requires more than a mere statement that it is part of the invention and 
reference to a potential method for isolating it. The nucleic acid itself is required. See 
Fiers v. Revel . 25 USPQ2d 1601, 1606 (CAFC 1993) and Amqen Inc. V. Chuaai 
Pharmaceutical Co. Ltd.. 18 USPQ2d 1016. In Fiddes v. Baird . 30 USPQ2d 1481, 
1483, claims directed to mammalian FGF's were found unpatentable due to lack of 
written description for the broad class. The specification provided only the bovine 
sequence. 



University of California v. Eli Lilly and Co. . 43 USPQ2d 1398, 1404, 1405 held 

that: 

...To fulfill the written description requirement, a patent specification must 
describe an invention and do so in sufficient detail that one skilled in the art can 
clearly conclude that "the inventor invented the claimed invention." Lockwood v. 
American Airlines, Inc., 107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (1997); In 
re Gosteli, 872 F.2d 1008, 1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1989) (" 
[T]he description must clearly allow persons of ordinary skill in the art to 
recognize that [the inventor] invented what is claimed."). Thus, an applicant 
complies with the written description requirement "by describing the invention, 
with all its claimed limitations, not that which makes it obvious," and by using 
"such descriptive means as words, structures, figures, diagrams, formulas, etc., 
that set forth the claimed invention." Lockwood , 107 F.3d at 1572, 41 
USPQ2d at 1966. 

An adequate written description of a DNA, such as the cDNA of the recombinant 
plasmids and microorganisms of the '525 patent, "requires a precise definition, 
such as by structure, formula, chemical name, or physical properties," not a 
mere wish or plan for obtaining the claimed chemical invention. Fiers v. Revel , 
984 F.2d 1164, 1171, 25 USPQ2d 1601, 1606 (Fed. Cir. 1993). Accordingly, "an 
adequate written description of a DNA requires more than a mere statement that 
it is part of the invention and reference to a potential method for isolating it; what 
is required is a description of the DNA itself." Id. at 1 1 70, 25 USPQ2d at 1 606. 

The name cDNA is not itself a written description of that DNA; it conveys no 
distinguishing information concerning its identity. While the example provides a 
process for obtaining human insulin-encoding cDNA, there is no further 
information in the patent pertaining to that cDNA's relevant structural or physical 
characteristics; in other words, it thus does not describe human insulin cDNA. 
Describing a method of preparing a cDNA or even describing the protein that the 
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cDNA encodes, as the example does, does not necessarily describe the cDNA 
itself. No sequence information indicating which nucleotides constitute human 
cDNA appears in the patent, as appears for rat cDNA in Example 5 of the patent. 
Accordingly, the specification does not provide a written description of the 
invention of claim 5. 

The genus recited in the claims encompasses nucleic acids/polypeptides having 
at least 75% sequence identity to SEQ ID NO:4-6, 33-36, and 91 , and which also have 
the property of being capable of increasing the yield in a plant. 

Firstly, the basis for the property of increasing yield in a plant appears to be on 
page 29 of the specification, where it is described that rice EG307 mapped near RZ672, 
a marker associated with increased yield. Thus, the specification clearly does not 
describe rice EG307, or any other related EG307 sequence, as having any specific 
function; only a possible role as a vield-related gene is described . Thus, the language 
"capable of increasing yield in a plant" and "increases the yield of a plant" is not 
supported by the specification; rather, only "may be related to yield in a plant" is 
described . 

The current guidelines with respect to the written description requirement point 
out that functional language may be used along with homology/% identity or 
hybridization language to satisfy the written description requirement in the case of 
nucleic acids or polypeptides. However, this only applies if the recited function is 
directly and specifically correlated to the nucleic acid/protein, such as when a nucleic 
acid encodes a polypeptide with specific enzymatic function . Intheinstantcase.no 



Application/Control Number: 10/079,042 Page 5 

Art Unit: 1637 

specific function for any EG307 nucleic acid/protein is described: playing a possible role 
in increasing plant yield is not a function, but an undefined relation . 

Considering this, not only is there no support for the "increasing yield" language, 
but further there is no basis for a genus of nucleic acids/polypeptides having at least 
75% sequence identity (or any other % identity) to any of the recited SEQ ID NOs. As 
pointed out previously, such a genus is vast and there does not appear to be any 
common function among the genes disclosed in the specification. 

2. With respect to the above rejection, the arguments of the response filed 01/06/06 
have been fully considered, but are not found persuasive. Initially, it is noted that the 
correlation between EG307 nucleic acids and the phenomenon of increased yield in 
plants is not under dispute; the Office has already indicated in the rejection that this 
correlation has been accepted. However, it is maintained that this correlation clearly 
does not establish any function for any of the EG307 nucleic acids disclosed in the 
specification . In other words, the specification clearly does not establish any cause- 
effect relationship between EG307 and a specific function. It is submitted that "being 
related to" or "correlated to" or "somehow involved in" increased yield in plants is 
obviously not a specific function as contemplated under the current written description 
guidelines . As is well understood in the art, yield in commercial plants is a complex 
phenomenon likely involving numerous genes, each providing for a specific function 
(e.g., upregulating or downregulating other genes, enzymatic activity, etc.), which taken 
together as a whole lead to the effect of increased yield. While the specification may 
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support that EG307 "plays a role" in this complex phenomenon of increasing yield, the 
specification is silent as to any specific function for EG307 . Thus, the specification does 
not set forth any genus of nucleic acids having a common function. 

3. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

4. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kenneth R. Horlick whose telephone number is 571- 
272-0784. The examiner can normally be reached on Monday-Thursday 6:30AM-5:00 
PM. . 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on 571-272-0782. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 
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Primary Examiner 
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